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REMARKS 

The Applicant wishes to thank the Examiner for her examination of the present 
application. Claims 1, 20, 97 and 137-139 have been amended. Claims 1, 3, 8-9, 11-13, 15-17, 
20, 42, 51, 96-108, 1 1 1-113 and 137-139 are pending in this application. No new matter has 
been added. 

35U.S.C. §103 

Claims 1, 3, 8,9, 11-13, 15-17, 20, 42,51,96-108, 111-113 and 137-139 stand rejected 
under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 3,816,855, to Saleh (Saleh) in 
view of U.S. Patent Application Publication No. 2002/0059049 Al to Bradbury et al. (Bradbury). 

Amended claim 1 is directed to a femoral implant for repairing or replacing at least a 
femoral condyle of a knee joint, comprising a femoral condyle portion having a superior surface 
configured to oppose at least a portion of a femur and an inferior surface configured to oppose 
and articulate with at least a portion of a tibial implant surface, wherein at least a part of the 
superior surface is derived from an image and has a shape or dimension that substantially match 
the geometry or shape of the patient's condyle. 

Neither Saleh nor Bradbury teaches such a device. Saleh discloses a prosthetic device for 
a knee that is not patient specific. The device of Saleh is formed by direct moulding from the 
femur of a natural joint. (See Saleh, col. 4, lines 4-7). This is different from amended claim 1 
which requires that at least a part of the superior surface of the femoral condyle portion of the 
implant be derived from an image of the patient's joint. There is no imaging disclosed in Saleh 
at all, so the device of Saleh could not be derived from an image of the patient's joint as required 
by amended claim 1 . In other words, Saleh is a standard device having a few sizes to fit a range 
of patients, and is not a patient-specific device designed based at least in part on each patient's 
own unique anatomy. 

Bradbury does not provide the missing patient specific elements as recited in claim 1, as 
amended. Bradbury is directed to the preparation of rapid-prototyped biomedical devices 
manufactured or selected using a patient's own diagnostic data. The method of Bradbury 
focuses on the communication interchanges between a clinical/diagnostic site and a 
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design/manufacturing site to modify a digital model and then convert it into machine instructions 
to construct a biomedical device. 

However, the types of biomedical devices disclosed in Bradbury are very different from 
the articular implant of Saleh. The Office Action acknowledges that Saleh in view of Bradbury 
does not explicitly contemplate a uni-compartmental knee replacement, but that it would have 
been obvious to one having ordinary skill in the art to apply the teachings of Saleh in view of 
Bradbury to a uni-compartmental knee replacement. However, there is no motivation to 
combine these references for several reasons. First, the references refer to entirely different 
types of devices. For example, Bradbury discloses, for example structural devices, drug delivery 
devices, autograft and allograft procedures, ingrowth of bodily tissues, and reabsorpable devices. 
On the other hand, Saleh discloses a typical standard, non-patient specific articular implant, 
while Bradbury does not disclose articular implants at all. 

Second, it would not be obvious to combine the references, because it teaches away from 

the key features that the office action asserts is contributed by Bradbury - primarily the patient- 

specifc nature of the implant derived from imaging data. Specifically, the office action states, for 

example in association with claim 1, that: 

"Saleh does not explicitly teach that the femoral implant is prepared by a process 
comprising configuring at least a portion of the inferior surface based at least in 
part on one or more patient specific measurements of the patient's joint obtained 
from imaging data of the patient's joint." 

(Office Action at 3, 4.) But, it would not be obvious to use Bradbury to fill this defect, 
because Saleh teaches against such patient specific devices. For example, Saleh 
explicitly states that the prosthesis has a "predetermined geometry. . .as compared to the 
variable geometry in the natural joint." (Saleh, Abstract) 

Standing alone, Saleh's teaching of a predetermined geometry, especially in 
explicit contrast to the geometry of a natural joint, would be sufficient to deter the 
combination of these references by one skilled in the art. However, Saleh goes further. 
The surface of the Saleh device that faces the condyle of the femur does not actually 
conform to it. The prosthesis is molded from a "former", which is based on a natural 
joint but is not disclosed as the joint of a specific patient to be treated. Furthermore, the 
surface of the prosthesis that faces the condyle is offset from the surface of the condyle 
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itself by a set of studs to allow cement fixation. Thus, in addition to teaching away from 
a replication of the natural geometry of the joint, the Saleh device does not substantially 
match the geometry or shape of the condyle of a patient being treated. Though the Saleh 
device is modeled after human condyles generally, it is not created specifically to 
conform or match an individual patient. Based on the disclosure and the structure of the 
device, Saleh actually teaches away from such a configuration. 

Thus, the only stated basis in the office action for combining these references is the lone 
assertion in the office action that "[i]t would have been obvious to one having ordinary skill in 
the art at the time of the invention to modify the invention of Saleh" to supply the missing 
elements of the independent claims. There is no articulated rationale to support that statement. 
There is only that statement and a recitation that the various elements of the claims can be found 
in one of the two references (which Applicants dispute). However, it is settled law that this is 
not sufficient to establish a prima facie case of obviousness. There "must be some articulated 
reasoning with some rational underpinning to support the legal conclusion of obviousness.'" KSR 
International Co. v. Teleflex, Inc., 550 U.S. 398, 418, 82 USPQ2d 1385, 1396 (2007) quoting In 
re Kahn, 441 F.3d 977, 988, 78 USPQ2d 1329, 1336 (Fed. Cir. 2006). "Rejections on 
obviousness cannot be sustained by mere conclusory statements that it is obvious to combine the 
references." Iq\ However, there is no such articulated reasoning in this instance. 

Therefore, amended claim 1 is allowable over Saleh and Bradbury, alone or in 
combination. Claims 3, 8, 9, 1 1-13, 15-17, 20, 42, 51, 96-108 and 111-113 depend from claim 1, 
are allowable for at least the same reasons. Independent claims 137-139 are directed to patient 
specific implants that include a femoral condyle portion, and are allowable over the cited 
references for the same reasons as amended claim 1, and are further allowable in view of the 
additional limitations set forth therein. 

CONCLUSION 

It is believed that the application is now in order for allowance and Applicant respectfully 
requests that a notice of allowance be issued. Applicant believes that a three month extension of 
time is required and requests the associated fee to be charged to deposit account number 19- 
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4972. Additionally, please charge any additional fees required by this paper or credit any 
overpayment to deposit account number 19-4972. 

Applicant requests that the examiner contact applicant's attorney, Alexander Smolenski, 
if it will assist in processing this application through issuance. 

Respectfully submitted, 

/Alexander J. Smolenski. Jr.. #47.953/ 

Alexander J. Smolenski, Jr. 
Registration No. 47,953 
Attorney for Applicant 

Sunstein Kann Murphy & Timbers LLP 
125 Summer Street 
Boston, MA 021 10-1618 
617-443-9292 
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